In summary, Dr. Dreyer stated, "…I think this is a fair description of the literature, the jury is out on whether DoN has been effective or not. The most recent literature looked at states with and without DoN with respect to mortality for cardiac surgery. What you observe in states that deregulated was the number of cardiac surgery programs grew much more rapidly than in states that maintained cardiac surgery. Some initial studies found higher mortality in those states that had deregulated. Later attempts to replicate those findings failed to support the relationship. The later studies found, although the number of services did grow, there wasn't a relationship between mortality and deregulation." During his slide presentation Dr. Dreyer showed a slide that said U.S. inpatient hospital days, age adjusted, per 1,000, dropped from 1980 to 2004 from around 1300 inpatient days per thousand to under 600 -Age Adjusted utilization dropped by more than half. Council Members Drs. Woodward and Rosenthal said it was due to DRGs and Dr. Dreyer agreed. In response to questions by Dr. Zuckerman, Dr. Dreyer, said, "It is clear that we have the highest health care costs in the nation; but, as we have seen from this slide, our utilization of hospitals is about the same as the nation, and we have probably fewer beds than the rest of the nation…To me the question is, what is driving U.S. Health Care costs; and so, here is an international comparison, which shows the U.S. compared to the OECD, which is essentially advanced countries with developed economies." Dr. Dreyer further stated, "One might argue that we have seen a public policy success here -excessive hospital utilization was identified as a driver of costs in 1974. Since, then we have seen a dramatic decline in U.S. hospital utilization so that now we are below the mean of the OECD with respect to beds, and inpatient utilization. The only flaw in the argument, of course, is that costs haven't gone down at all. We all know they have gone up dramatically. I think there is lots of room for considerable discussion on these points, but let me go on to where we are now and bring us back to DoN. These are the current DoN mandates. With respect to acute care hospitals, beds have been essentially deregulated. In 1998, hospital beds were removed from the definition of substantial change in service. The addition of outpatient services were also deregulated so that anyone could build any sort of outpatient facility that they wanted, with the exception of ambulatory surgery, without DoN. With respect to capital projects, acute care facilities in excess of $12,516,300 and Non-acute care facilities in excess of $1,335,072. Changes of ownership for hospitals and ambulatory surgery centers are required to file.
Dr. Zuckerman inquired about beds being deregulated and the acute care facilities adding news beds. It was clarified that "Acute care beds are still regulated in so far as they trigger expenditures in excess of the 12.6 million dollars but neither the need for or the number of beds is considered. Dr. Dreyer noted, "…This is still a murky area and it makes it difficult to analyze projects. In the capital projects what we have done, we have essentially used a test of reasonableness. Does what the hospital proposes to do make sense? Is it more or less sensible?" Discussion continued by the Council members. Dr. Dreyer said in part, "I think the legislature was clear in its intent that we not look at beds because they, in fact, removed acute care beds from the definition of substantial change in service…It was part of an overall rate deregulation. It was an experiment in letting the market play a much larger part in how hospitals operate and so from that global perspective, you might say, not considering beds would be consistent with that effort."
Chair Auerbach added, "I think you have hit the point that has become the most confusing for the new Council members in doing the DoN reviews because the Council Members in looking at large capital expenditures, wanted to talk about need, and to talk about, was this a justified capital expenditure based upon need. Then we would say, you can't consider need because we don't have the authority for you to do that, you just have to look at cost, and they found that illogical and not productive….We only have the authority given to us by the Legislature so we need to do this in partnership with the Legislature and understand their intention which is partly why we are glad that the Senate President and Mr. Seltz are involved in this discussion with us." Dr. Zuckerman inquired about the need for more beds in case of an epidemic like the flu. Dr. Dreyer said we need more beds and Chair Auerbach elaborated, "…The Department of Public Health has multiple roles. One is participating in the Public Health Council, which has specific authority given to it by the legislature. The Department of Public Health has vested in it the responsibility of looking more broadly at health care trends, issues of major concern for quality to the residents of the Commonwealth…Part of the issues is determining both what do we need, and to do it well, and those are certainly discussions we can have. Dr. Zuckerman further asked, "Is there a role for the Council in its relationship with the Department, to understand what are the tasks that need to be done?" Chair Auerbach replied, "Yes, I would say that the Council has within its authority the ability to identify need and make recommendations…" Dr. Dreyer continued his slide presentation on the DoN current mandates: "Currently there is no aggregate need for nursing home beds statewide so the Department is not accepting applications until 2010. DoN continues to process DoNs for replacement and renovation which only come to the Council if there is an objection from a Ten Taxpayer Group. DoN looks at original licensure which is triggered by transfer of ownership. The process requires a public hearing. With respect to innovative services and new technology DoN continues to regulate ECMO Air Ambulance, open heart surgery, MRIs, new natal intensive care units, organ transplantations; PET and radiation therapy which go before the Council."
In closing remarks, Dr. Dreyer stated, "Is this a time to reconsider health care regulations? I think we would argue that there are three primary reasons to raise this question now. One is Health Care Reform has changed the landscape and it has focused everyone's attention on really two issues. One issue is access and we have heard a great deal in the Council about access to services that may be a problem, even for those with insurance. Add shortages in primary care. We are aware of shortages in obstetrics and gynecology and in other clinical specialties, and of course, the last and probably major point is that costs continue to grow at an alarming rate despite the declines in hospital utilization that we have seen previously. There are also changes in the hospital environment. There are 50 fewer hospitals since 1978. A few large teaching hospitals or organizations are expanding to new locations in the State. The community hospitals are concerned with the growing competition…Numerous leaders have raised the need to consider health care oversight. The new Cost and Quality Council created by Chapter 58 has asked us to look at DoN. The new EOHHS Secretary created the Healthy Massachusetts Compact to take quick action steps on Health Care Costs and Quality, and the Public Health Members have certainly expressed their concern about how to think about the best way to think about need when they consider large DoN capital projects; and, finally Senator Murray has proposed a number of legislative reforms, including the regulation of Ambulatory Surgery Centers, which would bring them into our purview…"
Council Member Paul Lanzikos, inquired about the Healthy Massachusetts Compact. Chair Auerbach explained it to the Council. He said in part that the Compact has established five specific areas of activity: Pay-for-Performance priorities, streamlining administrative costs, focusing on the elimination of serious adverse incidents in clinical settings and promoting wellness and chronic disease management. The Department of Public Health is charged with staffing the committee that focuses on wellness and chronic disease management. Chair Auerbach suggested that maybe he could have someone from the Division of Health Care Finance and Policy come to a Council meeting to provide more information on their role in the Massachusetts Compact.
During his presentation, Dr. Dreyer mentioned the Senate President's bill 2526 which he said "seeks to strengthen the DoN process to help maintain standards of quality and protect existing community providers and ensure the economical and equitable deployment of health care resources across the Commonwealth." He noted three of the proposals relevant to the DPH/Council: (1) requirement that ambulatory surgery centers be considered as clinics for the purposes of licensure; (2) requirement of the registration of so-called physician letters of exemption and prohibition of their transferability and it voids any unused letters; and (3) the requirement that providers annually testify to the Health Care Quality and Cost Council on their cost drivers, including specific testimony on how capital and technology investments affect overall cost.
Mr. David Seltz, Senior Policy Director, Senate Present's Office was present and answered some questions by Council members. Dr Alan Woodward, asked in part, "Is the Senate President and others, looking at, from a macro view, the whole DoN process, and the significance of the DoN process and centralized planning versus premarket forces and, obviously, we are seeing transitions within the health care system, a lot of it centralized into centers that are more and more expensive, as far as providing care. Is there any discussion? I understand these specific recommendations but looking forward -is there an interest in having the broader discussion?" Mr. Seltz replied in part, "Absolutely, the Senate President is concerned about the deliberation of these very expensive capital projects and wondering what impact that has on overall cost. She has proposed a couple of common sense things [in Senate bill 2526]…We are willing to work with the Council to discuss those and in order to strengthen the role of the Council…The Senate President views these as first steps…" Chair Auerbach noted, "Thank you for your leadership on this, and please relay our appreciation to the Senate President for our recognition of the extraordinary leadership she has played in terms of raising these issues and opening up the process for discussion on topics that haven't been considered or talked about for many years when, clearly, there is a need to do so. We look forward to working with you.
In regard to the DoN regulations being proposed Dr. Dreyer, said, "The regulations before you have a couple of components. The first is to ensure that hospital beds in new locations are reviewed for duplication and impact, and what this is about is making it clear by regulation, that the addition of acute care beds in outpatient locations is, by definition, the creation of a new hospital, which requires a new original license and by statute, the establishment of a new hospital requires DoN action and review by the Public Health Council. So if any hospital were to add beds at a satellite outpatient location that would constitute the creation of a new hospital, resulting in the requirement for a DoN and subsequent Public Health Council action…the next provision is to establish a sunset provision for unused physician exemption letters that bypass the DoN process. The third item is to modify the .308 process in which we currently allow hospitals acquisition of MRIs. Discussion followed; please see the verbatim transcript for the full discussion. Drs. Zuckerman, Woodward, Gillick and Rosenthal commented on the need for a broader discussion on the health care delivery system in Massachusetts and perhaps nationally, including what should be the Determination of Need Program's role. Dr. Rosenthal noted that DoN didn't seem to be impacting ambulatory services, the profitable place. Dr. Dreyer responded by noting that the problem is that ambulatory services are not regulated except for innovative services and new technology -a statutory change would be necessary to address ambulatory conditions. Chair Auerbach pointed out that in the last twenty years; a lot of services that were done as an inpatient service have now become an outpatient service so at that point in time the Legislature couldn't address the issue through DoN. Council Member Lanzikos added that he "hopes the administration and Legislature have some sense of a whole system before they start making corrective actions among the pieces because one would not what to create a new set of unimagined issues…" Chair Auerbach stated that he heard that the Council would like to have the broader health care delivery discussion at a future meeting of the Council and further that the Council would favor participating in planning processes outside the formal Council meetings and take the initiative of bringing people together to discuss the issue. Discussion continued.
In closing staff said, "These enhancements will strengthen the ability of the Department to oversee the expansion of inpatient hospital services into new markets, end the practice of marketing physician exemption letters, and require community initiative contributions when 308 exemptions are granted. Staff will hold a public hearing and return to the Council to report on testimony and any recommended changes to these proposals." Staff's memorandum to the Council outlines their response to the TTG questions. Their response said in part, "…The holder indicates that the transfer will not affect the manner of the financing for the project which is being accomplished through the owner of the property, Bradford Rehab Associates Limited Partnership ("Bradford") and the holder of the DoN and lessee of the property, BRN Corporation with a personal guarantee of Dr. Arcidi. BRN is the general partner of Bradford and Dr. Arcidi and his sons are the limited partners. The owners have contributed over $1,000,000 in equity to date with the project over 70% complete and the balance of the cash equity requirement will be satisfied as the construction work is completed. In addition the property has been appraised for $1,829,000 more than the original purchase price therefore effectively increasing the equity contribution of the owners." "The proposed transfer will not affect the project financing. The construction financing has been through a bank and the permanent financing will be either through a bank or through a HUD-insured lender as originally proposed. The costs are consistent with the original DoN and if there are any changes the holder will file as necessary with the Department. The holder has indicated that the project will proceed regardless of whether the proposed transfer takes place. The transfer is based entirely on the estate planning of Dr. Arcidi. The transfer has not taken place and is awaiting the approval of the Department…Bradford will lease the property to BRN for an initial term of ten years with three five-year options to extend as stated in the original application. These terms meet the requirements for site control under 105 CMR 100.306. The transfer request submitted in December 2007 was signed by an attorney, since that submission, the information submitted by Dr. Arcidi has included the statement that it was signed under pains and penalties of perjury and, in addition, an affidavit of truthfulness and proper submission for the transfer has been signed, notarized and submitted to the Department. The holder has also submitted a Declaration of Gift of Stock which sets forth the terms of the transfer and has been signed by Dr. Arcidi. Any standing that the Mark Taylor TTG had ended with approval of the original application, therefore the holder was not required to notify the TTG of this transfer of ownership application. However, the BRN Corp. published notice of the transfer in the newspaper and the TTG submitted comments in response to that notice. The staff summary states, "Cape Cod/Taunton PET has proposed to acquire a PET/CT scanner which has received pre-market approval by the Food and Drug Administration for commercial use. The combined machine, which currently represents the state of the art in PET scanning, uses the capabilities of both diagnostic tools. The CT can detect masses in the body, but cannot determine if they are cancerous, while the PET can detect cancerous cells, but cannot exactly pinpoint their location. The current medical literature indicates that the fusion and correlation of these two imaging modalities has been shown to result in improved surgical planning, assessments, a substantial majority of patients in the service areas of the consortium hospitals will benefit by having a CT scan at the same time as a PET scan." Discussion followed by the Council. Some Council members had questions on quality and costs of the PET/CT Services proposed. The Council wondered about the cost difference, Milford Regional Medical Center was seeking a maximum capital expenditure of $1,200,000 and Cape Cod/Taunton PET was seeking $3,066,500 in MCE. Staff explained that Milford would be operating only parttime (3.5 days per week) and Cape Cod/Taunton PET would be operating fulltime (7 days per week) and that Milford was a fixed unit and the Cape Cod/Taunton project would be a mobile service, requiring construction of pads. Staff did not compare the two separate projects in its analysis but rather looks at the institutions own case mix data and projected number of procedures. Chair Auerbach said the Council had three choices: (1) they could approve both applications as recommended by staff; (2) 5. Cape Cod/Taunton PET shall provide to a fiscal agent the full $153,325 to be distributed equally over a five year period to the Greater AttleboroTaunton Health Education ("CHNA 24") and the Cape Cod and Islands Health Network ("CHNA 27") in annual payment of $15,333 each to be used in support of its activities as follows:
a. Mini-grants awarded through an open, competitive request for responses (RFR) with preference given to projects and/or activities that are science-based, directed by healthy communities' principles with priority given to eliminating health disparities. Each program that receives funding to achieve the identified priorities will be required to conduct and report an annual evaluation. Upon receiving these funds, the CHNAs will submit a detailed budget to the Office of Healthy Communities (OHC) and yearly thereafter. The CHNAs will annually submit to the OHC, with a copy to Cape Cod/Taunton PET, a summary report of program activities for the prior year, including funding against budget and measured outcomes of program activities. The CHNA and the OHC may reassess need and funding priorities periodically; and b. General community capacity building and program support and staffing including, but not limited to, coalition coordination, training programs and networking opportunities and program evaluation that promote and build on a healthy communities/health disparities framework.
With regards to its interpreter service:
a. Cape Cod/Taunton PET shall post signage at all points of contact and public points of entry informing patients of the availability of interpreter services at no charge.
b. Policies and procedures at all Cape Cod/Taunton PET sites shall stipulate that trained interpreters, including center staff, will be used exclusively to provide medical interpretation and/or logistical support. Staff's recommendation was based on the following findings:
1. Cape Cod/Taunton PET proposes to establish a mobile PET/CT service that will provide services at Harwich and Taunton through a consortium of hospital affiliated joint ventures associated with Cape Cod Hospital, Falmouth Hospital, and Morton Hospital.
2. The project meets the requirements of the health planning process consistent with the Guidelines.
3. Cape Cod/Taunton PET has demonstrated demand for the proposed PET/CT service, as discussed under the Health Care Requirements factor of the Staff Summary.
4. The project, with adherence to a certain condition, meets the operational objectives of the Guidelines.
5. The project meets the compliance standards of the Guidelines. 8. The project is financially feasible and within the financial capability of the applicant.
9. The project meets the relative merit provisions of the Guidelines.
10. The project, with adherence to a certain condition, meets the community health service initiatives of the DoN Regulations. 2. Milford Regional shall not consider ability to pay or insurance status in selecting or scheduling patients for PET/CT services.
3. Milford Regional shall contribute $12,000 annually for a period of 5 years, a total of $60,000, or 5% of the maximum capital expenditure for this project to fund community health initiatives in the Milford area. Milford Regional shall work with CHNA 6 to design community health programs consistent with the area's targeted health priorities based on the community assessment and strategic planning process based on the healthy communities' principles to be conducted in 2008 by CHNA 6. The programming can include, but is not limited to: 1) an annual conference on an identified health concern; (2) health promotion campaigns targeted at the schools and the community at large; and (3) mini-grants to local agencies. A portion of the funds will be allocated to CHNA program support and evaluation of the programs undertaken.
Milford Regional and CHNA 6 shall provide the Office of Healthy Communities with yearly reports regarding community health initiatives undertaken including detailed budgets and program outcomes. CHNA 6 will determine the fiscal agent for the funds.
Staff's recommendation was based on the following findings:
1. Milford Regional proposes to establish a PET service through acquisition of a mobile combination PET/CT scanner that will operate up to 3.5 days per week (70% of full capacity) on its campus at 14 Prospect Street, Milford, MA 01757.
2. The project meets the requirements of the health planning process consistent with the Guidelines for Positron Emission Tomography.
3. Milford Regional has demonstrated demand for the proposed PET/CT service, as discussed under the Health Care Requirements factor of the Staff Summary.
4. The project meets the operational objectives of the Guidelines.
9. The project reasonably meets the relative merit provisions of the Guidelines.
10. The project, with adherence to a certain condition, meets the community health service initiatives of the DoN Regulations.
11. This project is one of two comparable applications along with Project #5-4925 filed by Cape Cod PET-CT Services LLC and Taunton PET-CT Services LLC. When considered separately, each application is capable of being approved, since each has demonstrated sufficient demand for PET/CT. A detailed comparability analysis was not undertaken since the two applications each meet all of the review factors of the PET Guidelines.
Note: Council Member Sherman left the meeting here at the start of the Edgewood Retirement Community application. Mr. Jere Page, Senior Analyst, Determination of Need Program, presented the application to the Council, followed by a brief discussion by the Council. Ms. Marlene Rotering, the applicant, answered a couple of brief questions from the Council regarding having no escrow agent, which is addressed in a condition of approval, and she also confirmed that Edgewood was not in the Medicaid program since 1998. Council Member Paul Lanzikos has several concerns and recommendations. One was in regard to the Health planning process. He suggested that more community based resources should be consulted by DoN Applicants such as the State Office of Elder Affairs, Aging and Disabilities, and the Mass. Rehabilitation Commission.
Staff's summary to the Council states in part, "Continuing Care Retirement Communities (CCRCs) are residential complexes that feature care and support services for the residents. The great majority of CCRCs actually have a nursing home within the complex, and many have physician offices and home health services. The resident has a contract with the CCRC sponsor that specifies the sponsor's obligations, which include medical and support services. The contract is, in effect, an insurance policy in which the individual purchases a package of residential and health care services, and the sponsor uses the combined entrance fees and payments to meet the needs of the members of the community…" Staff indicated, "According to the CCRC Guidelines, Type A CCRC nursing home beds are exempt from the nursing home bed need projections in the Determination of Need ("DoN") Long Term Care Bed Guidelines. In the absence of other review factors for nursing home beds in the CCRC Guidelines, the more recent Determination of Need Guidelines for Nursing Facility Replacement and Renovation ("Nursing Facility Guidelines") were used in the review of this project."
Mr. Ms. Gillian Haney presented the proposed changes to the Council and answered a few questions by the Council. Staff's memorandum to the Council states, "The purpose of the proposed amendments is to update the regulations by incorporating new federal communicable disease surveillance recommendations and the latest recommendations for isolation and quarantine. A number of diseases, as well as clarification of some of the reportable events, will be added to the list of diseases dangerous to the public health in order to reflect emerging infectious disease threats, changes in nomenclature and newly recognized disease presentations. New sections to be added include the following: clarification of specimens to be submitted to the State Laboratory Institute for further examination, clarification of the legal procedures necessary to implement isolation and quarantine measures, and a requirement for laboratories to report to the Department via specified electronic means."
Proposed Revisions to the regulations are summarized below:
10. 105 CMR 300.200: Isolation and Quarantine Requirements B) Reportable Directly to the Department (see a copy of the proposed regulations for minor changes)
11. 105 CMR 300.210: Procedures for Isolation and Quarantine. This section specifies detailed procedures, including due process protections for people subject to an order of isolation or quarantine, that the agency issuing such an order should follow. The procedures are mandatory for MDPH, but "encouraged" for local health agencies because these agencies have independent authority to issue their own isolation/quarantine regulations under G.L.c.111, s.31. At least one municipality (Boston) has done this.
Due to process protections, including provisions for appeal of an order, are important and constitutionally required in situations of isolation and quarantine. MDPH has been giving training programs to local health officials for several years about these requirements, but they have never before been incorporated into regulations. Specifying these requirements clearly in regulations will be of great help to local health agencies. It should also be noted that subsection 300.210(H), "Requirements for Isolation or Quarantine" (governing matters like maintenance of isolation/quarantine premises, etc.) is adapted from the Model Emergency Health Powers Act drafted by the Georgetown and Johns Hopkins Center for Law and the Public Health in 2001. Provisions like these were originally included in a bill filed in the Massachusetts legislature several years ago. MDPH believes that these provisions are more appropriate in regulations rather than statute, so upon our request they have been withdrawn from subsequent versions of the bill and are now included in these draft regulations.
No Vote/Information Only
The meeting adjourned at 12:15 p.m.
______________________
John Auerbach, Chair LMH
